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Art Unit: 3762 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 1 1-23, 32-42, and 51-55 stand rejected under 35 U.S.C. §1 02(b) as 
being anticipated by Meltzer (US 5,645,586, hereinafter "Meltzer"). Meltzer is 
considered to disclose: 

a first module that includes control electronics within a first housing (see col. 3, 
In. 20-35, fig. 2, Meltzer). The disclosed segment 23 is considered to anticipate the 
claimed first module because both contain electronics that control the functioning of the 
implantable medical device; 

a second module that includes a second housing (see col. 3, In. 20-35, fig. 2, and 
col. 4, In. 49-60, Meltzer). The disclosed segment 24 is considered to anticipate the 
claimed second module because both include a power source within the housing to 
provide power to the control electronics in the form of a battery or capacitor; 

an overmold that at least partially encapsulates the first and second housings 
(see col. 4, In. 44-48, Meltzer). The disclosed biocompatible polymer is considered to 
anticipate the claimed overmold because both materials can be silicone and are flexible 
enough to allow for easy manipulation during implantation such that they allow the 
implantable device to conform to the cranium or other body part. 
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With reference to claims 2, 16, 17, 23, 32-34, Meltzer is considered to teach: 

a first module that includes control electronics housed within a first housing (see 
col. 3, In. 20-35, fig. 2, Meltzer). The disclosed segment 23 is considered to anticipate 
the claimed first module because both contain electronics that control the functioning of 
the implantable medical device; 

a second module that includes a power source that provides power to the first 
module housed within a second housing (see col. 3, In. 20-35, fig. 2, and col. 4, In. 49- 
60, Meltzer). The disclosed segment 24 is considered to anticipate the claimed second 
module because both include a power source within the housing to provide power to the 
control electronics in the form of a battery or capacitor; 

an interconnect member that flexibly couples the first and second modules (see 
col. 3, In. 30-35, Meltzer). The disclosed complementary contact is considered to 
anticipate the claimed interconnect member because both couple the first and second 
modules and allow multiple degrees of freedom of movement between modules of the 
implantable medical device. 

With regards to claim 1 1 , Meltzer is considered to disclose: 

the implantable medical device, wherein the overmold completely encapsulates 
the first and second modules (see col. 4, In. 44-49, Meltzer). The disclosed polymer is 
considered to anticipate the claimed overmold because both are capable of completely 
surrounding the entire housing with the biocompatible polymer. 

Referring to claims 12-15, Meltzer is considered to teach: 
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the implantable medical device, wherein the overmold does not encapsulate a 
portion of each of the first and second modules, and each of the portions is proximate to 
a cranium of a patient when the implantable medical device is implanted on the cranium 
(see col. 2, In. 60-67, col. 3, In. 50-55, and col. 4, In. 44-49, Meltzer). The disclosed 
material surrounding the housing is considered to anticipate the claimed overmold 
because both can at least partially encapsulate the first and second housings for easy 
contact with the cranium. 

Referring to claims 18 and 35, Meltzer is considered to disclose: 
substantially cylindrical first and second housings (see col. 4, In. 1-15, Meltzer). 
The disclosed cylindrical shape of the segment is considered to anticipate that of the 
claimed housing because both make implantation of the IMD within the periphery of the 
patient easier. 

Regarding claims 19, 36, and 52, Meltzer is considered to disclose: 
a lead connection module formed within the overmold to receive one of a lead 
that includes an electrode and a lead extension that is coupled to the lead (see col. 3, 
In. 5-15, Meltzer). The disclosed lead connection housing is considered to anticipate 
the claimed lead connection module because both are formed within the overmold or 
the biocompatible polymer coating to receive a lead or lead extension; 

a conductor that extends from the lead connection module to the first module, 
wherein the first housing comprises a hermetic feedthrough to receive the conductor 
and the conductor electrically couples the electrode to the first module (see col. 4, In. 
16-35, Meltzer). The disclosed interconnect member is considered to anticipate the 
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claimed member because both connect the modules and include conductors arranged 
for sliding contact such that pivotal movement is possible and that interconnection is 
easily obtained. 

With reference to claims 21, 22, 38, 53, and 54, Meltzer is considered to 
disclose: 

the flexible implantable medical device such that a shape of the implantable 
medical device is capable of being manipulated (see col. 2, In. 60-67 and col. 4, In. 64- 
67, Meltzer). The disclosed flexibility is considered to anticipate that of the claimed 
device because both enable the device to conform or follow the shape, outline, or 
contour of the implantation site such as the cranium or chest area with ease. 

Referring to claims 39-41, Meltzer is considered to disclose: 

a first module that includes control electronics housed within a first housing a first 
module that includes control electronics housed within a first housing (see col. 3, In. 20- 
35, fig. 2, Meltzer). The disclosed segment 23 is considered to anticipate the claimed 
first module because both contain electronics that control the functioning of the 
implantable medical device; 

a second module that includes a power source that provides power to the first 
module housed within a second housing (see col. 3, In. 20-35, fig. 2, and col. 4, In. 49- 
60, Meltzer). The disclosed segment 24 is considered to anticipate the claimed second 
module because both include a power source within the housing to provide power to the 
control electronics in the form of a battery or capacitor; 
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a hermetic interconnect member that flexibly couples the first and second 
modules, wherein the interconnect member is flexible in a plurality of directions and 
allows the first and second modules to have a plurality of degrees of freedom of 
movement relative to each other (see col. 3, In. 19-53, Meltzer). The disclosed ribbon 
cable is considered to anticipate the claimed interconnect member because both couple 
the first and second modules and allow multiple degrees of freedom of movement 
between modules of the implantable medical device. 

With reference to claims 20, 37, 42 and 51 , Meltzer is considered to disclose: 

a first module comprising control electronics and a therapy delivery circuit 
housed within a first housing, wherein the control electronics control delivery of 
stimulation by the therapy delivery circuit (see col. 1, In. 10-37 and col. 3, In. 19-35, 
Meltzer). The disclosed segment is considered to anticipate the claimed first module 
because both configurations are adapted to conform to the implant site within the 
patient ant to receive components of the IMD capable of delivering stimulus or therapy 
to the patient. In this connection, Meltzer teaches an electronic assembly contained 
within the first housing; 

a second module comprising a power source within a second housing that 
provides power to the control electronics and the therapy delivery circuit (see col. 3, In. 
20-35, fig. 2, and col. 4, In. 49-60, Meltzer). The disclosed segment 24 is considered to 
anticipate the claimed second module because both include a power source within the 
housing to provide power to the control electronics in the form of a battery or capacitor; 
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an interconnect member that flexibly couples the first and second modules and 
includes a conductor for delivery power from the power source to the control electronics 
and the therapy delivery circuit (see col. 4, In. 16-35, Meltzer). The disclosed 
interconnect member is considered to anticipate the claimed member because both 
connect the modules and include conductors arranged for sliding contact such that 
pivotal movement is possible; 

a flexible overmold that at least partially encapsulates the first and second 
housings (see col. 4, In. 44-48, Meltzer). The disclosed biocompatible polymer is 
considered to anticipate the claimed overmold because both materials can be silicone 
and are flexible enough to allow for easy manipulation during implantation such that 
they allow the implantable device to conform to the cranium or other body part. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 3-10, 24-31, 43-50, 56 and 57 stand rejected under 35 U.S.C. §103(a) as 

being unpatentable over Meltzer in view of Reischl et al. (US 6,176,879, B1, hereinafter 

"Reischl"). Meltzer is considered to disclose the claimed invention as discussed above 

except for the claimed rechargeable power source. However, Reischle is considered to 

disclose the claimed rechargeable power source (see col. 2, In. 40-48, Reischl). It 

would have been obvious to one of ordinary skill in the art to combine the teachings of 
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Meltzer with the rechargeable power supply unit of Reischl for the purpose of providing 
power to the individual components to ultimately deliver therapeutic agents to the 
patient. In this connection, it would have been obvious to one of ordinary skill in the art 
to combine the teachings of Meltzer with the receiving coil of Reischl for the purpose of 
inductively receiving energy from an external recharging unit through the skin of the 
patient to recharge the power source. 

Claim 55 stands rejected under 35 U.S.C. §1 03(a) as being unpatentable over 
Meltzer in view of Thompson et al. (US 6,567,703 B1, hereinafter "Thompson"). Meltzer 
is considered to disclose the claimed invention as discussed above, under the 
anticipatory rejection, except for the claimed pulse generator. However, Thompson is 
considered to teach the pulse generator (see col. 6, In. 8-27, Thompson). It would have 
been obvious to one of ordinary skill in the art to combine the teachings of Meltzer with 
the pulse generator of Thompson for the purpose of delivering electrical stimulation to 
the patient. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longh 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornurn, 686 F.2d 937, 214 USPQ 761 (CCPA 
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1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

Claims 1- 57 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-23 of 
copending Application No. 10/731,638. The two modules of the claimed application 
possess an identical housing to that of the copending application. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because it would have been obvious to one of ordinary skill in the art to provide an 
implantable medical device for implantation in the head of a patient with variations of a 
first and second module including a flexible overmold to cover the modules. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dana D. Greene whose telephone number is (571) 272- 
7138. The examiner can normally be reached on M-F 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





Dana D. Greene 



